A B S T R A C T

Background
Ulceration of the feet, which can result in loss of limbs and even death, is one of the major health problems for people with diabetes mellitus.
Objectives
To assess the effectiveness of patient education on the prevention of foot ulcers in patients with diabetes mellitus.
Search strategy
Eligible studies were identified by searching the Cochrane Wounds Group Specialised Register, (September 2004) and the Cochrane Central Register of Controlled Trials (CENTRAL) (The Cochrane Library Issue 3, 2004).
Selection criteria
Prospective randomised controlled trials (RCTs) which evaluated educational programmes for the prevention of foot ulcers in people with diabetes mellitus. There was no restriction on language of the publications.
Data collection and analysis
Two reviewers undertook data extraction and assessment of study quality independently.
Main results
Nine RCTs were included. Four trials compared the effect of intensive with brief educational interventions; two of these reported clinical endpoints. One study involving high-risk patients reported a reduction in ulcer incidence (Peto OR: 0.28 (95% CI 0.13 -0.59)) and amputation rate (Peto OR: 0.32 (95% CI 0.14 -0.71)) after one year. The other RCT did not find an effect at seven years followup. Participants' foot care knowledge significantly improved with education in two trials. In one trial foot care knowledge improved significantly in the control group, in contrast to the intervention group. Non-calcaneal callus was significantly reduced by education in one trial.
One RCT did not find that patient foot care education, as part of a general diabetes education program, reduced foot ulceration compared with usual care. Patient education as part of a complex intervention, targeted at both people with diabetes and doctors, reduced the number of serious foot lesions at one year in one RCT (OR: 0.41(95% CI 0.16 -1.00)) and improved foot care behaviour.
Evidence from three RCTs comparing the effect of patient-tailored education in addition to usual care was conflicting.
The methodological quality of the nine included RCTs was poor. The internal validity score (range 0 -10) of individual RCTs ranged from 2 to 5.
Authors' conclusions
RCTs evaluating education for people with diabetes, aimed at preventing diabetic foot ulceration, are mostly of poor methodological quality. Weak evidence suggests that patient education may reduce foot ulceration and amputations, especially in high-risk patients. Foot care knowledge and behaviour of patients seem positively influenced by patient education in the short term.
Because of conflicting results and the methodological shortcomings more RCTs are needed.
S Y N O P S I S
Educating people with diabetes about foot care may help reduce foot ulcers and amputations, particularly in those at high risk
Foot ulcers (open sores) are common in people with diabetes, especially those with problems in the nerves (peripheral neuropathy) and/or the blood supply to their legs (peripheral vascular disease). People with ulcers due to diabetes will sometimes need an amputation (surgical removal of part of the limb). The review of trials found that educating people with diabetes about the need to look after their feet might help prevent ulcers and amputations, especially for people at high risk of developing these problems. Education seems to improve people's foot care knowledge and behaviour, but the research is not strong.
B A C K G R O U N D
Ulceration of the foot is one of the major health problems for people with diabetes mellitus, and it can result in limb loss and death. Foot ulceration is estimated to affect 15% of people with diabetes at some time in their life (Palumbo 1985) and 70% of healed foot ulcers recur within five years (Apelqvist 1993). Diabetic foot ulcers precede approximately 85% of amputations (Pecoraro 1990) . The risk of a lower extremity amputation in people with diabetes is 15 times higher than in people without diabetes (Most  1983) .
Several factors are involved in the development of foot ulcers including peripheral neuropathy, peripheral vascular disease (PVD), limited joint mobility and repeated trauma from abnormal load distribution on the foot (Edmonds 1982; Mueller 1989; Shaw 1997; Wieman 1992).
Diabetic foot ulcers and diabetes-related lower extremity amputations represent a substantial part of diabetes-related health care costs. In 1992, in the Netherlands, the mean cost per hospitalisation for diabetes-related amputations was £10,531, accounting for approximately 10% of the total of diabetes-related health-care costs per year in the Netherlands (van Houtum 1995). In the US the direct hospital cost of an amputation was estimated at $8,000-$12,000, or $500 million per year for all amputations in the diabetic population (Bild 1989). In a retrospective economic analysis, the costs of health care were $43,100 over the three years following a minor amputation (below the ankle) and $63,100 following a major amputation (above the ankle). These costs include the costs due to complications and disability related to the initial ulcer, costs related to recurrence of ulcers, and costs for prevention of new ulcers (Apelqvist 1995).
In 1989, one of the five-year targets of the European Declaration of St. Vincent was a 50% reduction in amputations caused by diabetes mellitus. However, lack of awareness of patients and health care professionals of the risk factors for diabetic foot problems, as well as inappropriate management still lead to unneces-sary morbidity and substantial health care costs. At present, standard practice usually involves the provision of unstructured and ad hoc information about foot care to people with diabetes mellitus. Life-long surveillance of the feet of people with diabetes, as well as educational programmes have long been thought to reduce the incidence of foot ulcers (Boulton 1998; Holewski 1989; Pecoraro 1990 ). However, before education programmes for the prevention of diabetic foot ulceration can be widely advocated and implemented in standard practice, there must be evidence of the effectiveness of such programmes.
Education programmes for the prevention of diabetic foot ulceration can be targeted at people with diabetes and/or the health care professionals managing their care. This review focuses on the education of people with diabetes. It is generally thought that all people with diabetes, especially those at high risk of foot ulceration, should learn the principles of self-examination of the feet and foot care (Boulton 1995; Edmonds 1996b). However, previous systematic reviews of patient education for adults with asthma and neck pain have suggested that health outcomes were unlikely to be improved by limited patient education (Gibson 1998; Gross 2004).
Several review articles on the diabetic foot, which include education among the prevention strategies discussed, have already been published (Armstrong 1998; Assal 1985; Bild 1989; Boulton 1995; Edmonds 1996a; Larsson 1995; Levin 1995; Majid 2000; Mason 1999; Mayfield 1998). The overall conclusion of these review articles was that education is effective for the prevention of diabetic foot ulceration, but since only two of these reviews were systematic (Majid 2000; Mason 1999) and most of the previous reviews dealt primarily with uncontrolled studies, their conclusions must be treated with care. Furthermore, only one of the previous reviews assessed the methodological quality of the included studies and none of the reviews attempted to perform a meta-analysis. Thus, after reviewing the available evidence, we decided to perform a systematic review of the effectiveness of education targeted at people with diabetes for the prevention of foot ulceration, based on reports of the currently available randomised controlled trials (RCTs).
O B J E C T I V E S
To determine the effectiveness of educational programmes for people with diabetes mellitus, aimed at preventing foot ulceration.
C R I T E R I A F O R C O N S I D E R I N G S T U D I E S F O R T H I S R E V I E W
Types of studies
Prospective randomised controlled trials (RCTs) evaluating educational programmes for the prevention of foot ulcers in people with diabetes mellitus. We excluded studies that were solely aimed at optimising blood glucose concentration. An explicit focus on foot care was required.
Types of participants
People aged 18 years or older with Type 1 or Type 2 diabetes mellitus in any health care setting.
Types of intervention
Educational programmes (or programmes which include education) aiming to reduce the incidence of foot ulceration in people with diabetes mellitus.
The foot care education could be part of a larger educational programme, but had to contrast with the control intervention. All types of control intervention were included in the review. Additional interventions, i.e. education as part of more comprehensive diabetic foot programmes or as part of complex interventions, were eligible.
Types of outcome measures
The primary outcomes of interest were:
• incidence of foot ulceration, infection, amputation and ulcer recurrence.
Secondary outcomes of interest were:
• callus development;
• resolution of callus;
• number and duration of hospital admissions for diabetic foot problems;
• foot care knowledge scores;
• patients' behaviour assessment scores.
Trials were included even if only secondary outcomes were reported. The bibliographies of all retrieved and relevant publications identified by these strategies were searched for further studies. There was no restriction on language of the publications.
S E A R C H S T R A T E G Y F O R I D E N T I F I C A T I O N O F S T U D I E S
Details of search strategies used for the original review are detailed in Additional Table 04 .
M E T H O D S O F T H E R E V I E W
Full copies of potentially eligible studies were obtained and two reviewers (GDV, DMWK), acting independently, decided on inclusion or exclusion.
We extracted details of eligible studies and summarised them using a data extraction sheet. We recorded the content of the educational package, plus the content of the total programme if education was merely one component. If data were missing from reports, we then attempted to contact the authors. We regarded studies that had been published in multiple locations as one source and if different but relevant outcomes were available from different publications of the same RCT, we recorded all outcomes. Data regarding the interventions studied, type of outcome measures, duration of follow up, loss to follow up, and outcomes were extracted by two reviewers (GDV, DMWK) independently. Disagreements were resolved by discussion.
After we had included all available eligible studies in the review, we assigned two reviewers (GDV, DMWK) to independently critique each study using the Amsterdam/Maastricht consensus list to assess methodological quality (Table 01 ) (van Tulder 1997). We calculated initial disagreement per item and expressed it as percentage agreement (Brennan 1992). We discussed any disagreement in a consensus meeting. The Amsterdam/Maastricht consensus list includes criteria listed by Jadad et al (Jadad 1996; Schulz 1994; Verhagen 1998), and is subdivided into 10 internal validity criteria (b (b1 and b2), e, f, g, h, i, j, l, n, p), five descriptive criteria (a, c, d, k, m) and two statistical criteria (o, q).
To determine internal validity, we evaluated the presence of sufficient information and the likelihood of potential bias for each validity criterion. If sufficient information was available and bias was considered to be unlikely, we rated the criterion positive. If bias was considered likely, we rated the criterion negative. In cases where information was lacking, we rated the criterion inconclusive (don't know). We calculated a total score for internal validity of the study ('study validity score') by adding the number of positive criteria. Equal weights were applied, resulting in a validity score with a range of 0 to 10, with higher scores indicating lower likelihood of bias. The explicit assessment of internal validity indicates the weight the reader may give to the results of the particular studies.
The various outcome measures are presented separately. Depending on the available data and event rate, we have expressed the various outcome measures as effect sizes, odds ratios or risk ratios (Lau 1997; Mulrow 1997; Rosenthal 1994) .
Possible sources of variation among studies that would require preplanned stratified analysis were: 1. character of patient groups (e.g. patients with an ulcer versus patients without an ulcer; newly diagnosed versus known patients with diabetes mellitus etc.); 2. health care setting; 3. quality of studies; 4. outcome measures used; 5. type of intervention (e.g. content of educational package; brief versus intensive programmes; education only versus complex intervention; education targeted at patients only versus education targeted at both patients and health care providers); 6. nature of contrast (e.g. intervention versus control intervention; patient-education plus co-intervention A versus intervention A alone; intervention versus no intervention).
D E S C R I P T I O N O F S T U D I E S
Nine RCTs were eligible for inclusion. The characteristics of the included RCTs are described in the table 'Characteristics of Included Studies'. The short-and long-term results of one RCT were described in two different publications (Hamlainen 1997) and these were regarded as one report for the purposes of the data analysis.
Study settings
Two RCTs were performed in the home environment (Corbett 2003; Rettig 1986), three studies in a primary care setting (Bloomgarden 1987; Litzelman 1993; Mazzuca 1986), one in a podiatry outpatient care setting (Hamlainen 1997), and three in an outpatient care setting (Barth 1991; Kruger 1992; Malone 1989). In one of the nine included RCTs, patients at high risk of ulceration or amputation only were included (they had been referred for podiatry or vascular surgery due to a current foot infection, ulceration, or prior amputation) (Malone 1989). In five RCTs patients were at low or medium risk (Barth 1991; Bloomgarden 1987; Corbett 2003; Hamlainen 1997; Litzelman 1993) and in three RCTs, the level of risk of ulceration or amputation could not be determined (Kruger 1992; Mazzuca 1986; Rettig 1986).
Interventions (see Table: Characteristics of Included Studies)
Four RCTs compared the effectiveness of intensive foot care education for people with diabetes with less proactive educational interventions. One study compared nine hours of group foot care education, conducted in four weekly sessions, with a one hour lecture and discussion on foot care as part of a 14 hour group diabetes education (Barth 1991). A second study compared a 'hands-on' foot care approach, a patient education kit, instructional videotapes and daily foot care sheets with instructional videotapes and daily foot care sheets alone (Kruger 1992). A third study compared 45 minutes of individual patient education and podiatric care visits with written instructions for patients (Hamlainen 1997). The fourth study compared one hour of group patient education including slides and a set of instructions on the care of the diabetic foot with regular diabetes education (Malone 1989).
One RCT compared one group session of patient education on foot care and skin hygiene that was part of a general diabetes group patient education program with no intervention (Bloomgarden 1987). Two RCTs compared patient education on diabetes in general, including the diabetic foot, that was tailored to individual patient educational needs, with usual care (Mazzuca 1986; Rettig 1986). One RCT compared patient education on the diabetic foot tailored to individual needs with no intervention (Corbett 2003).
In one study, patients were enrolled in appropriate modules of instruction depending on their educational needs. Those educational needs were identified using a set of safety-level objectives selected by a multidisciplinary group of health care professionals. These objectives covered seven areas of patient education, of which foot care was one (Mazzuca 1986). In another study, specific areas of diabetes self-management most in need of improvement were determined using a needs assessment instrument (100 short answer and yes-no questions, brief patient demonstrations of urine testing and insulin injection techniques) (Rettig 1986). In the last study, education was individualised according to the patients' risk factors and foot care knowledge, self efficacy, and reported self care behaviours (Corbett 2003) .
Finally, one RCT compared a complex intervention aimed at preventing the diabetic foot with usual care (no intervention). The intervention included educational components targeted at both people with diabetes and doctors (Litzelman 1993).
M E T H O D O L O G I C A L Q U A L I T Y
The methodological quality of every included RCT was poor. Details of the quality of the nine RCTs are presented in Additional Table 02 : Methodological Quality of Included Trials.
The internal validity score (range of possible scores 0-10) of the individual RCTs ranged from 2 to 5. True randomisation with allocation concealment was evident in only one of the included RCTs (Corbett 2003). A description of co-interventions or confirmation that co-interventions were avoided was not evident in any RCT, neither was it evident that adherence to the interventions reached an acceptable level. Only three RCTs (Barth 1991; Litzelman 1993; Rettig 1986) described blinded outcome assessment. The withdrawal/drop-out rate was not reported in 2 studies (Litzelman 1993, Rettig 1986) and was unacceptable in another two RCTs (Kruger 1992; Mazzuca 1986). In none of the RCTs was an intention-to-treat analysis performed.
The eligibility criteria with regard to risk for foot ulceration were sufficiently described in only one of the RCTs (Malone 1989). The most important baseline prognostic indicators for foot ulceration were clearly incomparable in one RCT (Barth 1991) and inadequately described in the other RCTs.
R E S U L T S
Twenty-five RCTs were considered for selection and nine RCTs were eligible based on full text review. There was disagreement between the reviewers about inclusion of two RCTs (Mazzuca 1986; McMurray 2002) this was resolved by discussion.
Data on 136 items were extracted for each RCT, relating to methodological quality, study characteristics, interventions, and outcomes. There was initial agreement on 123 items (agreement 90% (84%, 95%)). All disagreements were resolved by discussion.
Details of the included RCTs are presented in the Characteristics of Included Studies Table and in Additional Table 3 : Results from trials.
Intensive versus brief educational interventions
We identified four RCTs comparing intensive with brief educational interventions (Barth 1991; Hamlainen 1997; Kruger 1992; Malone 1989). All four were performed in an outpatient care setting.
Primary outcomes
Two studies reported the incidence of amputation, ulcers and/or infection (Hamlainen 1997; Malone 1989).
In one, (Malone 1989) the reduction in ulcer incidence (Peto OR: 0.28 (95% CI 0.13 -0.59)) and amputation rate (Peto OR: 0.32 (95% CI 0.14 -0.71)) were both statistically significant at one year follow-up with no effect on the incidence of infection. The patients in this RCT were at high risk of foot ulceration as they had been referred to podiatry or vascular surgery due to foot infection, ulceration or prior amputation. (See Graph Comparison 2, Outcome 1 & Outcome 3).
The other RCT that reported amputation rate and ulcer prevalence at seven year follow-up did not find a difference between intervention and control groups with regard to either outcome (Hamlainen 1997). Because of the large difference in baseline risk of foot ulceration of the patient populations in these RCTs, the results of these two RCTs were not pooled. 
Secondary outcomes (See Additional
Footcare education as part of general diabetes education versus usual care.
One RCT with 749 people evaluated the effect of foot care education as part of general diabetes education in primary care (Bloomgarden 1987).
Primary outcomes (See Graph Comparison 3, Outcome1)
No significant effect was found on ulcer or amputation occurrence after a follow up of approximately 1.5 years (Peto OR: 0.75 (95%CI 0.10 -5.55).
Secondary outcomes (See Graph Comparison 3, Outcome2)
In addition, no significant effect was found on the behaviour assessment scores (seven questions on diabetes self-care, of which one asked how often the feet were checked for sores). Callus, nail dystrophy and fungal infections were not different between intervention and control groups after 1.5 years (Peto OR: 0.75 (95% CI 0.38 -1.45)).
Complex educational intervention, including foot care, targeted at both patients and doctors versus usual care.
One RCT evaluated the effect of a complex intervention that included patient education on foot care, in a primary care setting (Litzelman 1993). This intervention was targeted at both patients and doctors.
Primary outcomes (See Graph Comparison 4, Outcome1)
The number of serious foot lesions (defined as minor non-ulcerated lesions with clinical evidence of healing as a minimum) was reduced (OR: 0.41(95% CI 0.16 -1.00)). However, no statistically significant effect was found on the composite outcome of 'all foot lesions' (OR: 0.65 (95% CI 0.36 -1.17)) or 'amputations' (Peto OR: 0.32 (95% CI 0.05 -1.86)). Table 03 : Results from Trials) In this RCT a statistically significant positive effect was also found on patients' foot care behaviour (p=0.0001). However odds ratios only were presented in the absence of event rates and baseline prognostic data and the proportion of patients in each group that completed follow up was not provided and could therefore not be compared. These studies did not report on the primary outcomes identified by this review.
Secondary outcomes (See Additional
Secondary outcomes
In one study, foot care knowledge only was assessed at one year, and no effect was found (Mazzuca 1986). In another there was a statistically significant improvement in foot care knowledge at six months follow up (p=0.001)(Rettig 1986). However, no positive effects were found on foot appearance and foot care skills score (Rettig 1986). In the last study, significant improvement in foot care knowledge (p=0.03) and self-care practices (p=0.007) was found at six weeks follow up (Corbett 2003).
D I S C U S S I O N
A range of patient educational interventions have been evaluated for the prevention of diabetic foot ulceration. These interventions varied from brief patient education to intensive patient education including demonstration and 'hands-on' teaching, and include a complex intervention in which both patients and doctors were educated.
The ultimate aim of foot care education for people with diabetes is to prevent foot ulceration and amputations. However, these endpoints were assessed in only four of the nine RCTs; heterogeneity precluded pooling of the results of these separate studies. Therefore, the results of this review are presented in a study-by-study narrative form.
This is the first review in which a validated extensive methodological quality assessment of the included studies has been made, and one of the most important findings of the present review is the very poor quality of the included RCTs. All of the RCTs scored between 2 and 5 on the internal validity score (maximum possible score of 10), which means that all had serious methodological flaws. The low scores were mainly caused by a lack of important information in trial reports. Because of the low internal validity scores of the included RCTs, the few positive effects that were found should be interpreted with great caution. Another consequence of the general poor quality of the included studies was that the planned stratified analysis, and the assignment of appropriate weights to studies in the analysis with respect to methodological quality was not possible.
We requested additional data for only two studies, because effect size had not been reported (Corbett 2003; Mazzuca 1986). We were unable to contact other authors for further additional information on study design, execution or outcomes. Overall, it appears that little evidence is available to support patient education for the prevention of diabetic foot ulceration or amputations, but this amounts to an absence of evidence rather than evidence of ineffectiveness.
Only one RCT showed that, after one year follow-up, the incidence of foot ulcers and amputations was lower in the patient group that received one hour of group education on the diabetic foot by a podiatrist compared to the patient group that did not (Malone 1989). In this RCT, the number of legs instead of the number of patients was taken as the unit of analysis (so-called 'unit of analysis error') leading to an overestimation of the precision of the study and thus the ability to reach statistical significance. Moreover, diabetes education, vascular surgery and podiatry care were available for both the intervention and control patients and it was not clear if the regular care providers were blinded to the treatment group. In this RCT, the patients were at high risk of foot ulceration, and there is the possibility that education might be particularly effective in high-risk patients. Furthermore the positive results of this single RCT cannot be extrapolated to people with diabetes at a lower baseline risk. In another RCT, a complex intervention targeted at both patients and doctors, resulted in a significant reduction of minor non-ulcerated foot lesions at 1 year (Litzelman 1993). No significant effects were demonstrated in the two other RCTs that evaluated the effect of patient education on foot ulceration and amputation (Hamlainen 1997; Bloomgarden 1987).
It is not likely that publication bias has greatly affected the results of this review. The heterogeneity of the outcomes and RCTs meant it was not possible to make a funnel-plot to assess the presence of publication bias. However, publication bias is unlikely to account for these results because in general, it would be likely to lead to an overestimation of the effects. In this case most of the RCTs identified reported non-significant findings and it is therefore unlikely that we overestimated the effect.
Most of the studies in this review recruited too few participants to be able to detect clinically important differences in outcome. For example, in order to detect a 50% reduction in the incidence of diabetic foot ulceration, 430 -870 patients would be required per treatment group (based on an annual incidence of foot ulceration in the general diabetes population of 2-4% per year or 4-8% over 2 years) (De Sonnaville 1997; Reenders 1993) Whilst trials of this magnitude are costly, the benefits in terms of potential reduction in costs associated with treatment are potentially significant. Unfortunately, the smaller trials do not share a common set of patient characteristics and outcome measures. Therefore, it is unlikely that the role of foot care education will be clarified in the near future by pooling existing or similar trials. The present review demonstrates a short-term effect of education on patients' foot care knowledge, which improved in four of the five RCTs in which this outcome was assessed (Barth 1991; Corbett 2003; Hamlainen 1997; Rettig 1986). However, in the one RCT with longer follow up, this positive effect had disappeared at seven years (Hamlainen 1997).
Similarly patient behaviour at 6 -18 months improved in four of the six RCTs in which this outcome was assessed. This difference disappeared at seven years (Hamlainen 1997). It must be stressed that foot care knowledge and patient behaviour were measured using very subjective outcome measures and are therefore prone to bias.
The effects on callus, nail problems and fungal infections were inconclusive. These effects varied from no effect to a positive effect after a follow-up period of from 6 to 18 months.
A U T H O R S ' C O N C L U S I O N S
Implications for practice
The RCTs that have been conducted on the topic of patient education for the prevention of diabetic foot ulceration are generally of poor methodological quality. Consequently, whilst some of the results are suggestive of a positive effect on ulcer incidence, this result must be viewed with caution. The conflicting results and methodological shortcomings of the existing RCTs mean that further high quality research is needed to clarify the impact of patient education on ulcer incidence, and to explore if educational interventions have different effects for a range of levels of baseline risk. Foot care knowledge and patient behaviour seem to be positively influenced by education in the short-term, but the goal of education interventions (improving knowledge and behaviour) is the prevention of foot ulceration and amputations, and sufficient evidence of this has not yet been delivered.
Implications for research
Well-designed RCTs of sufficient size to detect clinically important differences are now needed to evaluate the effect of patient education on the hard end points of foot ulceration and amputation in the diabetic population. For diabetes patients not selected on the basis of risk for foot ulceration, this means at least 430 to 870 patients per treatment arm. Obviously, for reliable estimates in the subgroup of low-risk patients, more participants than in the abovementioned projection would be needed. Patients in future trials should be properly randomised with concealed allocation, regular care providers and outcome assessors should be blind to the intervention, and co-interventions need to be avoided or comparable between groups. In addition, economic evaluations are required.
These RCTs must be reported in accordance with CONSORT guidelines (Begg 1996) . Future research should study the effect of patient education separately and as part of (protocol driven) complex interventions. These programs should include patient education on complications such as foot ulceration and amputations and in patients at varying levels of baseline risk. Particular consideration should be given to the adequate reporting of exclusion and inclusion criteria (i.e. methods of assessment of the 'at risk' foot) to enable proper analysis and enhance generalisability.
N O T E S
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• Dutch Cochrane Centre NETHERLANDS a. In order to score a 'yes' the risk for foot ulceration, previous or current foot ulceration needs to be described appropriately.
R E F E R E N C E S
References to studies included in this review
Characteristics of excluded studies (Continued )
A D D I T I O N A L T A B L E S
b.
In order to receive a yes for item b, both b1 and b2 must score 'yes'.
b1.
A random (unpredictable) assignment sequence. Methods of allocation using date of birth, date of admission, hospital numbers, or alternation should not be regarded as appropriate. Assignment generated by an independent person not responsible for determining eligibility of the patients. This person has no information about the persons included in the trial and has no influence on the assignment sequence or the decision about eligibility of the patient.
c. In order to receive a 'yes' groups have to be similar regarding: age, risk for foot ulceration, baseline main outcome measures.
d.
Adequate description of the content, method, number of sessions and duration of the education programme for both the index intervention and control intervention in order to replicate the study.
e.
The reviewer determines when enough information about the blinding is given in order to score a 'yes'.
f. Co-interventions other than education are either standardised or avoided in trial design. A report on co-interventions for each group separately.
g.
The reviewer determines when the adherence to the interventions is acceptable when based on the number of reported education sessions followed for both the index intervention and control intervention.
h.
i. The reviewer determines (per outcome parameter) when enough information about blinding is given to score a 'yes'. 
G R A P H S A N D O T H E R T A B L E S
